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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-13, 15-16, 20-21, 26-32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Johnson et al (6,338,345) in view of Goupil (6,652,883). 
Johnson et al discloses a device used to deliver a bulking prosthesis to the body. 
Johnson et al teaches using an endoscope having a opening (58) or cavity for receiving 
tissue from the target site, the tissue is drawn into the opening by a vacuum and a 
needle is used to make a hole or puncture in the tissue and a "pushing agent" to push 
the prosthesis from the distal end of the tube through the hole. With respect to the 
bulking prosthesis Johnson et al teaches (column 16, lines 1-21) that it is well known to 
use a hydrophilic/hydrogel material as the bulking prosthesis. Also Johnson et al 
teaches (column 6, line 34-column 7, line 18) that the bulking prosthesis can take on a 
wide variety of shapes and sizes and that optimal dimensions are patient specific and 
can be determined through routine experimentation of one skilled in the art. 

Johnson et al discloses a device for treating gastroesophageal reflux disease 
(GERD) and discloses the claimed device and method except for specifically teaching 
using the bulking prosthesis for treating urinary incontinence. Goupil et al teaches that 
it is well known to use a bulking material to treat a variety of problems including GERD 
and urinary incontinence. Therefore a modification of Johnson et al such that the 
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bulking prostliesis is used to treat urinary incontinence would have been obvious in view 
of Goupil et al which shows that it is well known to treat both with a bulking prosthesis. 

With respect to claims 20-21 and 26-32, Johnson does teach that it is know to 
use more than one prosthesis as needed (See Figures 1-2, column 5, lines 16-20 and 
column 6, lines 10-21 with respect to element 16). 

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Johnson 
et al and Goupil in view of Durgin (6,591 ,838). 

Johnson et al discloses the claimed device except for the device includes a radiopaque 
material. Durgin discloses a bulking prothesis and teaches that it is well known to use 
radiopaque materials such that the prothesis is capable of being detected in the body. 
Therefore a modification of Johnson et al such that the prosthesis include a radiopaque 
material would have been obvious in view of the teachings of Durgin since this would 
allow the prosthesis to be viewed while inside the body to allow for proper placement 
and/or make sure the prosthesis does not move from its position. 

Applicant's arguments filed 3/25/08 have been fully considered but they are not 
persuasive. Applicant argues that there would have been "no apparent reason to 
combine the teachings of Johnson and Goupil and use the Johnson device for treating 
incontinence and that the size of the Johnson device would not be capable of being 
used for incontinence. As discussed previously, Johnson et al discloses a bulking 
device that is used to treat GERD. Goupil discloses that it is well known to use a 
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bulking material to treat both GERD and urinary incontinence. Therefore one skilled in 
the art would clearly be motivated to modify the device of Johnson et al such that it 
could be used to also treat urinary incontinence in view of the teachings of Goupil that 
show it is known to use a bulking material to treat both and Johnson et al teaches a 
device for implanting a bulking material into the body and there would have been a 
reasonable expectation of success. Further the test for obviousness is not whether the 
features of a secondary reference may be bodily incorporated into the structure of the 
primary reference; nor is it that the claimed invention must be expressly suggested in 
any one or all of the references. Rather, the test is what the combined teachings of the 
references would have suggested to those of ordinary skill in the art. See In re Keller, 
642 F.2d 413, 208 USPQ 871 (CCPA 1981). Goupil would have clearly suggested that 
since it is well known to use a bulking material to treat both GERD and urinary 
incontinence that it would have been obvious to one skilled in the art to modify the size 
of a device used to treat GERD such that it would be sized to treat urinary incontinence. 
Further the courts have shown that a change in size is an obvious modification. 

Applicant argues that Johnson et al does not teach the shape being a partial 
cylinder having an inner radius sized to conform to the urethra, as pointed out in the 
rejection Johnson et al teaches that a wide variety of shapes and sizes that are 
determined by routine experimentation and are not limited to those specifically listed. 
Since it is known to use a variety of shapes this is considered to include a partial 
cylinder depending on the particular shape that is best for the intended use of the 
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device and in view of Goupil would have been obvious to one skilled in the art. Further 
Johnson et al discloses one of the many shapes Johnson et al does teach is a "toric" 
shape, which is defined as a covex semicircular cross section which would appear to be 
a "partial cylinder" shape or generally a "C" shape. Applicant further states that a 
"torus" is defined by a doughnut-like ring shape that Is formed by revolving a circle 
about an axis coplanar with the circle" that does not intersect the circle, however the 
examiner must read the claims in the broadest interpretation and also use the broadest 
interpretation of the terms. As such the dictionary definition of toric or torus would 
include a large semicircular convex cross section which as stated above would be a 
generally C-shaped configuration. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth In 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply Is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action Is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, liowever, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John P. Lacyk whose telephone number is (571)272- 
4728. The examiner can normally be reached on 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Chuck Marmor, II can be reached on 571-272-4730. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



J. P. Lacyk 



/John P Lacyk/ 
Primary Examiner, Art Unit 3735 



